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DETAILED ACTION 

Applicant's amendment along with the election of compound 6-methoxy-2, 3- 
benzoxazolinone as the elected species in the reply filed on 1 1/15/2006 is 
acknowledged. 

Claims 3-15 and 93-108 are pending and examined. 

Oath/Declaration / 

The oath or declaration is defective. A new oath or declaration in compliance 
with 37 CFR 1 .67(a) identifying this application by application number and filing date is 
required. See MPEP §§ 602.01 and 602.02. 

The oath or declaration is defective because: 

It does not identify the citizenship of each inventor. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 3-15 and 93-108 are rejected under 35 U.S.C. 112, second paragraph, as 

being incomplete for omitting essential elements, such omission amounting to a gap 

between the elements. See MPEP § 2172.01. The omitted elements are: the subject of 

which the claimed composition is administered to. The "mammals" in the preamble of 

claims 105 and 107 may be implied as being what is meant as the subject of the 

administration to but this is implied at best. An implied limitation is not clear and 

concise as required under 1 12, second paragraph. 
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Claims 3-15 and 93-108 are rejected under 35 U.S.C. 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Regarding claims 105 and 107, the phrase "effective amount" renders the claims 
indefinite because the claims include elements not actually disclosed which could mean 
the amount being effective for anything, thereby rendering the scope of the claim 
unascertainable. See MPEP § 2173.05(d). The "promoting weight loss" in the 
preamble of claims 105 and 107 may be implied as being what is meant for "an effective 
amount" but this is implied at best. An implied limitation is not clear and concise as 
required under 112, second paragraph. 

i 

Regarding claims 106 and 108, the phrase "a portion" renders the claims 
indefinite because it is unclear what "a portion" of 6-methoxy-2,3-benzoxazolinone 
encompasses to be part of the claimed invention. See MPEP § 2173.05(d). 

Regarding claims 14 and 103, the phrase "including" (line 3) renders the claims 
indefinite because it is unclear whether the limitations following the phrase are part of 
the claimed invention. See MPEP § 2173.05(d). 

Regarding claims 15 and 104, the phrase "comprises adjunctive therapy" renders 
the claims indefinite because it is unclear what the limitation is because there are 
multiple interpretations of this recitation as following: (i) the composition further 
comprises adjunctive therapy drugs for treating a condition selection from the group 
consisting of arthritis, sleep apnea, fibromyalgia, diabetes, and hyperglycemia; (ii) the 
composition is useful as an adjunctive therapy drug for treating a condition selection 
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from the group consisting of arthritis, sleep apnea, fibromyalgia, diabetes, and 
hyperglycemia. 

For the examination purposes, the recitation of claims 15 and 104 is interpreted 
as: a process for promoting weight loss in a mammals by administration of a 
composition comprising 6-methoxy-2,3-benzoxazolinone wherein the composition is 
"useful as an adjunctive therapy drug for treating a condition selection from the group 
consisting of arthritis, sleep apnea, fibromyalgia, diabetes, and hyperglycemia". 

New Matter Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 106 and 108 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

Claims 106 and 108 are directed to a process for promoting weight loss in a 
mammals by administration of a composition comprising 6-methoxy-2,3- 
benzoxazolinone wherein "at least a portion" of 6-methoxy-2,3-benzoxazolinone is 
obtained by chemical synthesis. 
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The specification only provides statements that the compound 6-methoxy-2,3- 
benzoxazolinone is obtainable from chemical synthesis. The specification has not 
provided any description regarding "a portion" of 6-methoxy-2,3-benzoxazolinone is 
obtained by chemical synthesis or which portion of 6-methoxy-2,3-benzoxazolinone is 
obtained by chemical synthesis. 

This is a new matter rejection. 

Scope of Enablement Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 15 and 104 are rejected under 35 U.S.C. 112, first paragraph, because 
the specification, while being enabling for promoting weight loss by administering 6- 
methoxy-2,3-benzoxazolinone, does not reasonably provide enablement for therapy in 
treating arthritis, sleep apnea, fibromyalgia, diabetes and hyperglycemia by 
administering 6-methoxy-2,3-benzoxazolinone. The specification does not enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and use the invention commensurate in scope with these claims. 

The factors to be considered in determining whether a disclosure meets the 
enablement requirement of 35 U.S.C. 1 12, first paragraph, have been described in In re 
Wands, 8 USPQ2d 1400 (Fed. Cir. 1988). Among these factors are: (1) the nature of 
the invention; (2) the state of the prior art; (3) the relative skill of those in the art; (4) the 
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predictability or unpredictability of the art; (5) the breadth of the claims; (6) the amount 
of direction or guidance presented; (7) the presence or absence of working examples; 
and (8) the quantity of experimentation necessary. When the above factors are 
weighed, it is the examiner's position that one skilled in the art could not practice the 
invention without undue experimentation. 

Claims 15 and 104 are directed to a process of administering a composition 
comprising 6-methoxy-2,3-benzoxazolinone for promoting weight loss and are useful in 
treating other conditions such as arthritis, sleep apnea, fibromyalgia, diabetes and 
hyperglycemia. 

Given the broadest reasonable interpretation of the claims, the interpretation of 
the claims 15 and 104 allows for promoting weight loss as well as the treatment of other 
conditions such as arthritis, sleep apnea, fibromyalgia, diabetes and hyperglycemia by 
the administration of 6-methoxy-2,3-benzoxazolinone. However, the specification does 
not sufficiently provide evidence that the compound is effective in treating all of the 
above diseases. Nor does the specification establish/demonstrate convincing 
correlations or mechanisms of action between the compound and the claimed disease 
conditions. The specification only provides working examples for promoting weight loss 
and treating depression in a mammal by the administration of the compound 6-methoxy- 
2,3-benzoxazolinone. 

The relative skill of those in the art of pharmaceuticals and the unpredictability of 
the pharmacy art is high. The specification does not provide any competent evidence or 
disclosed tests that are highly predictive for the claimed treatment of the instant 
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compound. Although it is possible that weight gain/loss in a mammal may be involved 
to some extend in multitude of diseases mentioned above, it is not know yet that a 
single underlying mechanism ties together all of the seemingly unrelated manifestations, 
for example, arthritis and hyperglycemia. Therefore, the skilled artisan would turn to 
undue amount of trial and error to find out which disease or condition would response to 
the administration of sad compounds. 

Given the breadth of claims 15 and 104, the highly unpredictable state of the art 
of treating diseases of manifestations, the limited number of working examples and the 
insufficient amount of guidance present in the specification, one of ordinary skill in the 
art would have to undergo an undue amount of experimentation to practice the claimed 
invention. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 5-15 and 105 are rejected under 35 U.S.C. 102(e) as being anticipated by 



Chawan (US PGPub.: 2004/0038909, filing date: Aug. 23, 2002). 
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Claims 5-15 and 105 are directed to a process for promoting weight loss in a 
mammals by administration of a composition comprising 6-methoxy-2,3- 
benzoxazolinone (6-MBOA). Claims 5-13 further limit that 6-methoxy-2,3- 
benzoxazolinone is obtained from one or more monocotyldenous such as corn; and 
claim 14 limits that the composition is administered in a manner such as orally by 
means suitable for ingestion. 

Chawan discloses a meal (oral ingestion) for an overweight or obese person 
comprising a food such as corn (page 6, right column, claim 7, lines 1-3). Since the 
compound 6-MBOA is a naturally existing substance in varying concentrations in 
monocotyldenous plants (applicant's specification, page 5, line 16) such as corn, the 
compound 6-MBOA is inherently present in the food composition comprising corn in the 
meal disclosed by Chawan. 

Therefore, a process of promoting weight loss by administering a composition 
comprising the compound 6-methoxy-2,3-benzoxazolinone as claimed in claims 5-15 
and 105 is known in the art. 

With respect to claims 5-13, since there is no extra active step for obtaining the 
compound 6-MBOA required for the claimed method of treatment, and there is no 
recitation in the claims to limit the compound being in a certain concentration or in an 
isolated form in the composition, the recitation in claims 5-15 regarding the process of 
obtaining the compound 6-MBOA does not limit the claims. 

The recitation in claims 8-9 regarding the amount of other chemicals present in 
the plant is merely a characteristic of the plant and therefore does not limit the claims. 
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The recitation of "the composition being useful as an adjunctive therapy drug for 
treating a condition selection from the group consisting of arthritis, sleep apnea, 
fibromyalgia, diabetes, and hyperglycemia" in claim 15 does not limit the claim because 
there is no step in the claimed method for treating other conditions and therefore the 
recitation is a characterization of the composition and does not limit the claim. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nancy L. Zhang whose telephone number is (571)-272- 
8270. The examiner can normally be reached on Mon.- Fri. 8:30am - 5:00pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on (571)-272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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BRIAN-YONG S. KWON 
PRIMARY EXAMINER 




